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DETAILED ACTION 
Continued Examination Under 37 CFR 1. 1 14 

1 . A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1.17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.114, and the fee set 
forth in 37 CFR 1 .1 7(e) has been timely paid, the finality of the previous Office action . 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on April 
10, 2007 has been entered. 

Amendment Entry 

2. The amendment filed February 24, 2005 has been entered. Claims 2 and 23 
have been amended. Claims 1-45 have been cancelled. Claims 46-48 have been 
amended. Claims 46-48 are under consideration in this office action. 

Withdrawal of Rejection 

3. The rejection of claims 1 -3,1 5, 1 7-1 9 and 40 under 35 U.S.C. 1 02(b) as being 
anticipated by Roberts (WO 94/22476), has been withdrawn in view of applicants 
amendments and arguments. 

Response to Arguments 

4. Applicant's arguments with respect to claims 1-3,15, 17-19 and 40 have been 
considered but are moot in view of the new ground(s) of rejection. 
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New Grounds of Objection 
Claim Objections 

5. Claims 46-48 are objected to because of the following informalities: The claims 
do not include the active step of injecting the vaccine into the cattle. It is suggested that 
the claim language recite "...injecting 3ml or less of a multicomponenet vaccine into 
said cattle...." 

New Grounds of Rejection 
Claim Rejections - 35 USC §112 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

6. Claims 46-48 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

a) The term "significant injection site lesion formation" in claims 46-48 is a 
relative term which renders the claim indefinite. The term is not defined by the claim, 
the specification does not provide a standard for ascertaining the requisite degree, and 
one of ordinary skill in the art would not be reasonably apprised of the scope of the 
invention. It is unclear how to define significant lesion formation. The metes of bounds 
of what is significant are not defined. Therefore appropriate clarification is required to 
overcome the rejection. 

b) Claim 48 recites the limitation "...the protective antigen component from at 
least one non-clostridial organism which is M. bow's... " in the claim. There is 
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insufficient antecedent basis for this limitation in the claim. It is suggested that the claim 
language recite "...a. protective antigen component from at least one non-clostridial 
organism which is M. bovis... ". 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

7. Claims 46-48 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Roberts (WO 94/22476, published October 13, 1994) in view of Lund (3,920,81 1 
published November 18, 1975). 

Claim 46 is drawn to a method of immunizing cattle without significant injection 
site lesion formation comprising amount of injecting 3 ml or less of a multicomponent 
vaccine for cattle comprising an immunogenically effective combination of a protective 
antigen component from six clostridial organisms, a protective antigen component from 
at least one non-clostridial organism which is Moraxella bovis_(M. bovis) and an 
encapsulating polymer adjuvant whereby the encapsulating polymer adjuvant releases 
antigens slowly at the site of injection without significant permanent injection site lesion 
formation. 
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Claim 47 is drawn to a method of immunizing cattle without significant injection 
site lesion formation comprising amount of injecting 3 ml or less of a multicomponent 
vaccine for cattle comprising an immunogenically effective combination of a protective 
antigen component from seven clostridial organisms, a protective antigen component 
from at least one non-clostridial organism which is M. bovis and an encapsulating 
polymer adjuvant whereby the encapsulating polymer adjuvant releases antigens slowly 
at the site of injection without significant permanent injection site lesion formation. 

Claim 48 is drawn to a method of immunizing without significant injection site 
lesion formation comprising amount of injecting 3 ml or less of a multicomponent 
vaccine for cattle comprising an immunogenically effective combination of a protective 
antigen component CL chauvoei, CL septicum, CI novyi, CI. perfringens type CI, CL 
perfringens type D, CL sordellii CL teten/and CL haemolyticum, the protective antigen 
component from at least one non-clostridial organism which is M. bovis and an 
encapsulating polymer adjuvant whereby the encapsulating polymer adjuvant releases 
antigens slowly at the site of injection without significant permanent injection site lesion 
formation. 

Roberts teaches a multicomponent clostridial vaccine comprising Clostridium 
chauvoei, Clostridium septicum, Clostridium novyi, Clostridium sordellii, Clostridium 
perfringens, Type C and Type D and Clostridium haemolyticum, and an adjuvant (page 
3 lines 1-5). Roberts teaches that non-clostridial antigens such as Moraxella bovis, are 
added to the multicomponent vaccines in order to afford protection against a wide 
spectrum of diseases (page 5 lines 10-15). Roberts teaches the bacterins and toxoids 
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are administered in vaccine compositions including readily dispersible soluble adjuvants 
thereby avoiding chronic irritation at the injection site (page 6, lines 13-15). Roberts 
teaches that the dispersible, soluble adjuvants exhibit low tissue reactivity (page 4, lines 
26-28). Roberts teaches immunizing cattle or bovine, by injecting between 1 to 5ml 
wherein the injection amount is as low as 0.5ml (page 8 lines 24-34). 

Roberts teaches that the vaccines are administered without harmful side effects 
and chronic inflammatory responses that produce granulomas and abscesses (page 4, 
lines30-33). Roberts teaches that clostridial vaccines require adjuvants in order to 
increase potency and enhance stability (page 1 , lines 32-35). Roberts discloses that 
other potent adjuvants have been used with clostridial vaccines, including CARBOPOL 
™ polymers (page 2, lines 1-5). However Roberts does not specifically recite an 
encapsulating polymer adjuvant whereby the encapsulating polymer adjuvant releases 
antigens slowly at the site of injection without significant permanent injection site lesion 
formation. 

Lund teaches an adjuvant polymer, such as CARBOPOL ™, is retained at the 
site for prolonged slow release that acts by adsorbing the active agent onto the polymer 
(col. 1-2, lines 67-5). Lund teaches the inclusion of active agents such as CI. Perfringens 
Types B, C and D, CI. tetani, Clostridium chauvoei, Clostridium septicum, Clostridium 
haemolyticum, Clostridium novyi, and Clostridium sordellii whose effects are prolonged 
or enhanced by their inclusion with the adjuvant polymers (col.5, lines 24-38). Examples 
17-19 teach injecting CARBOPOL ™ and Clostridial bacterins without significantly 
lowering the potency of the Clostridium bacterins. 
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It is noted that the instant specification teaches that adjuvants polymers, function 
by encapsulating antigens and releasing them slowly (page 15, lines 13-18). The 
adjuvants are polymers, including block copolymers wherein a specific example of the 
preferred adjuvant is CARBOPOL ™ (page 15, lines 23-28). Therefore, inherently the 
CARBOPOL ™ is an encapsulating polymer adjuvant that releases antigens slowly at 
the site of injection without significant permanent injection site lesion formation. 

Therefore it would have been prima facie obvious at the time of applicants' 
invention to apply the encapsulating polymer adjuvant of Lund's to Roberts method of 
immunizing cattle in order to avoid irritation and significant lesion formation at the 
injection site. One of ordinary skill in the art would have a reasonable expectation of 
success by exchanging the readily dispersible soluble adjuvants of Roberts for the 
adjuvant polymer of Lund because Roberts teaches that clostridial vaccines require 
adjuvants in order to increase potency and enhance stability of the bacterins and that 
clostridial vaccines are known to include CARBOPOL ™ polymers. Furthermore, no 
more than routine skill would have been required to exchange the adjuvant of Roberts 
for the commercially available and functionally equivalent encapsulating polymer 
adjuvant of Lund since Lund teaches that adjuvant polymers are retained at the injection 
site for prolonged slow release of antigens. Finally it would have been prima facie 
obvious to combine the invention of Roberts and Lund to advantageously achieve low 
tissue reactivity within the cattle and avoid chronic inflammatory responses, granulomas 
and abscesses. 
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Conclusion 



8. No claims allowed. 

9. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Ja-Na Hines whose telephone number is 571-272-0859. 
The examiner can normally be reached on Monday-Thursday and alternate Fridays. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor Jeffery Siew, can be reached on 571-272-0787. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-21 7-91 97 (toll-free). 



Ja-Na Hines 
June 10, 2007 





